REMARKS 

Retunsidciatton of this appiiL.Uinn, ^is aniended, ts !es}X'CUidi\ lequtsfed Cj<nni 
! ha& been amc;i)dc;d Chsm M lias beeis Lanceiled and tht mh-^i^i maitei tbeieof 
uKorpouitcd snto amended ciaun I \\ ith this amendnKnt ciamis i 2 4-]9 2.1-2'^ and 
,''^2 '^'^ and d\c pepduig jn tins appin^iHuni 1 hese dinendnienLs arc nuuif wi^htfut 
pteuidii^o 0! di^«,l;umo! And do nut include imx nt-w nidttei Applitant^ ic5ei\e ihc nght 
i4i piosiYUte ans cantcUed oi otheivM^v.' uncLnmcd .subject maitct thi^ i>i anoihei 
applii^auon I onsuieiatk'n and eutu ofihi\ amcnduknt is fcspccUniix icqucstcd 

A. Claim> 1. 2, 4-!*), 21-2-? ami 32-35 

t l<!uns 1-2 21-27 md ^2->> stand leiocted undei '-"^ T ST IO"^(ai oset 

Hurpm et a! ^^accuK^ ](\2 ^) 2!-^ H'-iysV) in mcu of Hodiic (VacciiK, !^(<i'?} 
"'^0-768 jl^^o?}) RictMl'S Pat No 6 !27 M6 { 1^^'^")) and Lehnei eT di (i hif Df.s 
17<^ (Siipp! 3} S4S'-)-S492 c hum M has been cancdkd aiul the sub|crci niaitei 

dieicof incoipoiated nitu aniended clann ! the tejeenoa is {hejeioje inot>t as in cianu M 
Applicants respectfnlU na\t'i5t lenianiniti iOjections a.s n\d!t,att.u below 

The Office \ction >nd>eatcs tUdt liujpiii ^^uuld ha\e piOMded {be skilled i'al'S<in 
\Mt!i t! leasonahk- expectation ih<n ydminisliatiun of <iatii>cn to a hmphatic tissue \m>\M 
be a successful toute of admmis.tratioi! As Hiiinu! docs not teach a ptime-hoovi rciimien, 
llodge Cited as teackniu tho iipe oi [\\o ddtcictn po'>.\nal \ecSoui i<- geneiav an 
immune iet>ponse \s notthci of these reteti.nces teaches ditect intumodal administration 
of antigen bodi Ri^e and I eUnei aie cjted Rsce is cjted lo teach dttect tniTanodai 
aduiinistiatiuu as a preteiied unntnni/aiion mute: 1 chncr i> cited lo p!0\ idc a ttasonable 
e\pectation of sutces^, ns using nuuuioda! iniiiniiii/atioii by demonstiaung iuceeis usmg 
then laigeted iUac Issnph node' Oi 'IILN' iechnk|ue This conibmation of reteieuces is 
Cited as lendeiniii the subject nuutet ol this apphcatioii obsioiis \s dcscnbcd bekixs, 
\ppLejnts icspuuttilK disayiee 

RegaidiHi; Huipu), \ppbcanis agtoe with the statcnKsn m the <^i)c^, Xetiosi ilm 
that the spleen is a tvpe <''f Kniphatie ossue I!o^\ese! Xpphcaiit^ Te.spectfidK disagiee 
that 'the skdied artisan, ba«. ma read Hiitpm et ai would ha\c- expected that deli^eiA ut a 
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\iii.cuK tv> a isOiplkUiL Ussue v'v Uethc'i -^plL-niC O! Hmph lunjc', bt capanje uf 

iienerating an tiitrLViNetl ininiune lespoiise u^ei bubcutasieuus delnt.i\' lltitpin'b 
denion^iKUum t^f inua^pieniL delixciy of antiyon wttuld not h;ne piu^ulcd ihe skdied 
attit-an \Mth an> c^pccutiuri succors ui Xviccinatmg a liunum beinti in an\ oiyan uthoj 
{ban thf spleen The skdlcd aitjsaii uonld !)a\ e mideisfood the spleen dmi K mpb node to 
be \fi\ diftcicnt t\pc-~ of Kinphsnc tHsuc and \accination b\ diiect adinmisti arson tu the 
spleen noi to be picdtctuc oi \aLcinatioii dneetK mu^ a iyniph node it aisi> wouki have 
bCvH understood b\ iboss; of skiH m the att that nura^pleiUL adninn itt at lon had iutle 
iciesancc m the human ^aecn!atl^n1 proiocds due to --itjnifKani safct\ Lonceins 

!t is undei stood that Hodut; has been cued to show pTime-boost, but Hodirc does 
n<">t satit,i\ the detlcieneic^ ot Hutpni and adds nothnit: t<.t ihc sundaiK insuttkiont 
diselosuioo of Rice and 1 ehner Hodge meieh dem(nls^K^^c-,^ adnnnjstidtion uf ^\so 
different \nut>e.s b\ tad scarification m mice 

Rice dot\> not satssiv the deficiencies ot ilutpii! Apphcaats iespetttuiK disagiee 
that P/hff'KjSkf}! Imidiiji; is not applicable to the mstsTU ease Appluants mamtain that 
Rice-^ dis^io-^ufe is smipls 'geneial guidaree as to the paittculai j>Mni of \.hc elamied 
insentum As pR'\KnLs5\ stated, all that Rice provided the sKiUed .^itisan is meie 
meniion of adnunsstiauon ' dirccth i>i Kniphoid tissues, eg, Kmph uode^ ' and 
uot!in!g iuoic It is ddticuii lo ejiMsk.u th]3 statement as anvthni^ moie than ^L'eneial 
guidance ~ as to a potemjal lome of adminii?tKiiion, "piefcned' or othciWK'-e in addition. 
Rue 'e'aies oid% to anaueas of mfeajons oiyamsTa^ wade AppiKani,s~ ebiicied meti-iod 
tclatcs to tum(>i antigenc (eg, sclt-antigcnsi \nd. as dcicubed aHo\e, Hui pin's 
de^cnption oj muaspienic adninnstiation of autiijeti !s not piedietne of success ni 
dneeih aduiiiusieung antii^en to i\mph nv)de3 and is also oflHile lelevaiiLe wuh Rs^iect 
to vaccmatson of humans. 

Lehiiej smniaiK doe,^ uot ,^atis}\ the deficiencie:> <.if Huipm Lebnei states that 
tbeu pjoce.-^s adnuntsteis antis/en 'm the p^ox}t■5^tt^ of" paituuiai Ivniph nodes ] he 
hkdied ait'saii would ha%e undti,sto>x1 lilt sigmficfint ditYoiences betwecis i ehnet s ( II \ 
nierbodolo^-^ and li'icct adranai-liafn^n uuo a l\n''ph node tehners 1 \ L\ nieibodoioiiv 
is a subcutaneous adininisuation uieihod that would ha^e [)een nudeisuifid in TequjTu the 
ascistancf ttf antigen presenting eelK (,VPCci) piesent in the skin such as dendiinc cells 



to be u>\nspuit!i-<J u> the twivoh nods, ihe ^ki! cd asusin wouid baxc undci'^ti.nd that the 
Hi N niethtid look ad'vant<igc ot\uc!i APC^ to piescnf asnsgcn io tmmune C'TccIiM ceUs 
In LuuTMst njetiiod Jcvs not unls/e ^uch \PCi? to Tumspou anuuen to the 

Kmph node u depv^^ued dJicctK the em U is aKo notc-d that Lohnof? method 
titili/cd ad)i.i\,.J!ued \ 1 Ps cnnsaining anuut-u t\om <iu ndtMiun ojgantstn (eu nv>i a 
tumu! ants'jeti, or ^eif-anniiero Vdiinant not loqiiircil in tlx cianned method to , 
iiiitani cUtJitt I chucTs method >s \et\ JiiVeieni fiom the eiatn?ed method and not 
pic'dicti\c' of .-^ucce^s fvsuiung tinm dtc clciitiKd tnc:th(.!d (.Tf\ea ihc^e siynjficjut 
diffctence^ Apphtvjiitv. do nor beht.\e I eiine; in of httie !cle\ancc to tlic cianned method 
<ind docs not .saii?t\ am dcficjen>,ies ot Hiupin 

Applicants respectiu!i\ maintam that the cited £cterenc».-s woidd not base 
pioxidcd the .^killed <:n^l^an witk ans expecralion thai dch\c!\ of a \rfccnic to a Ivmph 
(K>de <.\nnld t>iiccci>sfu!K mimuinze a human K-uii: A-pphtants JCH'Ccthiih maimam that 
a piopci jif/inu Ailu -hiiwmg o^^~ ob\ u>UMies> tannot be m<idv h\ contbmmg Ilutpm wi^h 
iiodut; i ehnei and Oi Rue Aciouhimix, it is re^pectfuH\ retjneMed that the.^e 
t ejections be xsithdiawst 

B. Claims JK-J'> 

CiaiHiN 18 /aid U"* ^tand iciCLted undc-i j5 I s( lO^i^a) oxct ikifptn in of 
Hodge, Rice, and I ehnei, as applied m pa't \ abcne and finthji in xica of /aiemba, et 
a! K'ancei Re.s 4^''{M^"7 t !00~)j and S^tgallci cT al (Cdiieei Res 56 4''4-M''^~ 
t Apphcantfc ie'-iieLifuHv tia^crsc these lejections a^ nidicated belou 

\ppbeants ha>t; discussed the defkienoes of the rejection based on the 
i^onibinauon ut the Hisipm, Hodge, Rice and i.ehoei rtteienLcs abo\e \,s described 
iheiein Vppiitanis iio nvt beheve liiat tiie alleged conibinatinn of leietence^ supptui a 
piopei pnmo fjt,K' case ut obsioti'^ncss \nd \[iphoants do not bdie\e /aiemba's 
dHt-losnie of the peptide \ \ SGADl NL aid or Salgaller s disch>suie of the peptide 
NHdASPXlX satisf\ tht deff^-ieneies A ihe base con'ibinanoii oi lotesencej! 
\ccoidaiiih u IS tcspocthiiK leqiiosied that rhcsL aiect.ons be wnhdia^vn 
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Cirfinis 21-27 stand tcjeLtcd undci i SC lO^(a) <nci Ihiipju hi wvw <ii 
liodge Ricc and ! ehnei as appbtJ at- apphed m pan A abo\e and fuiiher in xiew of 
Bamctt (\acctnt.\ i^tS) 8('<>~87^ ( XppiiCcims lespectuiiK tuaxessc ihcsv 
iLjectiOt)-^ as indtcMied hekns 

\ppljcaot-; base disciH^-ed rhc deficiencies uf ^hc aiv^-cfiuii based un the 
ctmihnution of the Hitipm, Htidtie, Rice and Lchivi te{eie!ict.s abuM. As descnbed 
ihcrein \pphcaut.-< do not bs;iie\e ibai the KteieaLL-s Lan be Lombiued to rendei Use 
pcndnit; clasmN olnuuis And Appbeaius do not behc\c Daineu'^ alleiied disclosnie oi a 
pnme boost \ac>,inatuin suateu^ satisfies the defieiencie::i of tins comhniation uf 
retcieaccs \ccotd5ui;i\ , n is ie'^pe>,tfuU\ tcquc-ted that thirse tejection^ bo \\ ahdraun 

Cv>iLsiUaanot) and eun\ of ibis ^espoi^.^e i-i tc^pet-tiuih reque-^tcd Apphtaiit^ 
believe the s.!anite aic now m couduion toi allowance, and icipe».tfu1i\ iCtjiiL-st that a 
Notice of Mlouanci. be ic^sued as soon a, possible The fxatninet !s eutouKisicd to 
contact the iindersigned if it is believed doing so would assist in tlie examinatioti of tiiis 
application. 

Date: May 17, 2010 Pal tick J lialloKin 

PatrakJ Hali(.tian 
Rea Nn 41 05 

PauKkj Haliorau, Ph D, j D 

Muii field Road 
Coiitoi \ ai!e> PA 1 -^OM 
Tel o10-0M-4-'s| 
Fax 4S4-: 14-0 104 
e-niad pat'if^pathailoiat) cont 
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